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Application/Control Number: 10/506,349 
Art Unit: 1615 

DETAILED ACTION 

Receipt is acknowledged of applicant's Amendment/Remarks filed 
6/14/2007. 

Claims 1-16, 18, 28 and 31-76 have been cancelled. Claims 77-79 have 
been newly added. Claims 17, 29 and 30 have been amended. Thus, claims 17, 
1 9-27, 29, 30 and 77-79 are currently pending. 

Maintained Rejections 

The following rejections are maintained from the previous Office Action 
dated 12/15/2006: 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 29 and 30 are rejected under 35 UiS.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. This is a 
new matter rejection. There is no teaching of "the ratio of D-mannitol" or "the 
ratio of the disintegrator". The specification teaches compounding ratios of D- 
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mannitol and a disintegrator (page 14), thus it is suggested that applicant employ 
the same language into the claims. 

Response to Amendments/Arguments 

The cancellation of claims 1, 3-7, 9, 10, 14, 15, 31, 33-37, 39, 40, 45, 47, 
49-53, 55, 56, 61 , 63-67, 69, 70 and 75 renders the rejection under 35 USC 102 
in view of Yoshinari moot. Thus, the rejection of those claims has been 
withdrawn. 

The cancellation of claims 1, 3,7-11, 13-16, 31, 33, 37-41, 43-49, 53-57, 
59-63, 67-71 and 73-76 renders the rejection under 35 USC 102 in view of Ohta 
moot. Thus, the rejection of those claims has been withdrawn. 

The cancellation of claim 3 renders the rejection under 35 USC 112, 1 st 
paragraph (i.e., new matter) moot. Thus, the rejection of said claim has been 
withdrawn. 

The cancellation of claims 12-14, 28, 40-44, 58-60 and 72-74 renders the 
rejection under 35 USC 1 12, 1 st paragraph (i.e., new matter) moot. Thus, the 
rejection of those claims has been withdrawn. 

The amendments to claims 29 and 30 still appear to include new matter. 
The claims recite the limitations, "wherein the ratio...". Said limitation is not 
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sufficiently supported by the specification. It is suggested that applicant use the 
language from the specification, which is, "wherein the compounding ratio" (see 
page 14). Thus, the new matter rejection of claims 29 and 30 under 35 USC 
1 12, 1 st paragraph is maintained. The amendment also introduces a 1 12, 2 nd 
paragraph issue (see New Rejections). 

The cancellation of claim 3 renders the rejection under 35 USC 112, 2 nd 
paragraph moot. Thus, the rejection of said claim has been withdrawn. 

The amendments/arguments render the rejection of claims 17, 19-23, 25 
and 26 under 35 USC 103 in view of Yoshinari moot. Thus, said rejection has 
been withdrawn. 

The amendments/arguments render the rejection of claims 17, 19, 23-27, 
29 and 30 under 35 USC 1 03 in view of Ohta moot. Thus, said rejection has 
been withdrawn. 

New Rejections 

The following rejections are new in light of the amendments submitted 
6/14/2007: 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
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person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 17, 19-27, 29, 30 and 77-79 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. Claim 17 recites the limitation, "the 
ratio of the fine granules". There is no teaching of "the ratio of the fine granules" 
in the specification. The specification teaches compounding ratios of the fine 
granules (page 14), thus it is suggested that applicant employ the same 
language into the claims. 

Claim Rejections - 35 USC § 103 

The following rs a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 
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3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering 

patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 

the subject matter of the various claims was commonly owned at the time any 

inventions covered therein were made absent any evidence to the contrary. 

Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 

and invention dates of each claim that was not commonly owned at the time a 

later invention was made in order for the examiner to consider the applicability of 

35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 

U.S.C. 103(a). 

Claims 17, 20, 21, 23 and 25-27 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Lech et al. (USPN 5,681,577). 

Lech teaches a method of making a cold/sinus preparation (abstract). 
Said method comprising wet granulation of the active agents and an adsorbent, 
namely, silicon dioxide (abstract; col. 3, lines 61-63; Examples). Lech teaches 
the adsorbent to comprise about 50% to about 85% of the adsorbate 
composition, which translates to a ratio of actives to adsorbate being 
approximately about 1:10 to 1:1 (abstract). Example III teaches that the actives 
and adsorbent make up 25% (i.e., 1.25% + 3.0% + 20.75%) of the total weight of 
the preparation. Example III also teaches that once the drug adsorbate is 
created, additional excipients including sweeteners, colorants, flavorings are 
blended with the drug adsorbate, the particular lubricant, magnesium stearate, is 
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then added to the mixture and the subsequently compressed into tablets. The 
actives taught by Lech are water-soluble as evidenced by the step of dissolving 
the actives in water prior to the wet granulation step (Examples). Also, a 
preferred active agent described by Lech is Diphenhydramine HCI (Example III), 
which has a solubility of 1 g/1 mL as evidenced by The Merck Index. Lech 
teaches incorporating particular excipients including disintegrants such as 
microcrystalline cellulose and other cellulose derivatives in order to aid in the 
tabletting and oral administration processes (col. 4, lines 6-8) as well as mannitol 
as a tabletting agent (claim 18). It is noted that D-mannitol and mannitol are 
analogous to one another as evidenced by the Handbook of Pharmaceutical 
Excipients (page 177). It is further noted that mannitol has a specific surface 
area of 0.60 m 2 /g and has a particle size distribution between about 60 and 180 
microns as evidenced by the Handbook of Pharmaceutical Excipients (Figure 3; 
page 179). 

Lech does not require a disintegrant. Lech, however, provides motivation 
for including a disintegrant because Lech teaches that a disintegrant aids in the 
tabletting and oral administration processes (col. 4, lines 6-8). A practitioner 
would have reasonably expected a tablet comprising a drug adsorbate, D- 
mannitol and a disintegrant for oral administration. Thus, it would have been 
obvious for one skilled in the art at the time the invention was made to include a 
disintegrant as suggested by Lech. 
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Claims 19 and 77-79 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lech et al. (USPN 5,681 ,577) in view of Remington: The 
Science and Practice of Pharmacy (referred to hereinafter as "Remington"). 

Lech teaches the elements discussed above including disintegrants such 
as microcrystalline cellulose and other cellulose derivatives. Lech is silent to the 
particular disintegrants, crospovidone, low-substituted hydroxypropyl cellulose, 
croscarmellose sodium and carboxymethylcellulose. 

Remington teaches well known disintegrants used in the preparation of 
tablets including crospovidone and celluloses such as croscarmellose and 
carboxymethylcellulose (page 1619). Both references teach tablets and 
conventional tabletting methods containing conventional tablet ingredients. It 
would have been obvious to one skilled in the art at the time the invention was 
made to substitute one disintegrant for another because they are art-recognized 
equivalents and said substitution would achieve the predictable result of 
producing a tablet. 

Conclusion 

All claims have been rejected; no claims are allowed. 

Correspondence 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Casey Hagopian whose telephone number is 
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571-272-6097. The examiner can normally be reached on Monday through 
Friday from 7:00 am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Carlos Azpuru, can be reached at 571-272-0588. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-21 7-91 97) (toll- 
free). / 1 

/Casey Hagopian/ 

Casey Hagopian 
Examiner 
Art Unit 1615 




